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Claims 1. 4-10. and 16-21 have been canceled. Claims 2-3 and 
11-15 are under consideration by the Examiner. 

The information disclosure statement has not been considered 
5 because no copies of the references have been provided. it is 

noted that the Derynclc at al. patent is already of record. 

It ia noted that Paper No. 23 indicates that applicant 
intended to submit a declaration. However, no such declaration has 
10 been received and several telephone calls by the Examiner to Mr. 
Kokulis and his secretary concerning submission of the declaration 
were not returned. 

The following is a quotation of the first paragraph of 35 
15 U.S.C. § 112: * 

The specification shall contain a written description of the 
invention, and of the manner and process of maleing and using 
it, in such full, clear, concise, and exact terms as to enable 
any person skilled in the art to which it pertains, or with 
20 which it is moat nearly connected, to make and uae the same 

and shall set forth the best mode contemplated by the inventor 
of carrying out his invention. 

The specification is objected to under 35 u.s.c. § 112, first 
paragraph, as failing to provide an enabling disclosure. 
25 The specification fails to enable how to use the GDF-1 protein 

in the manner set forth in the specification, claims 2-3 are drawn 

to DNA segments encoding mammalian GDF-1 protein. Claims 11-14 are 
directed to vectors and transformed host cells and claim 15 is 
directed to a method of producing the protein. Biological 

30 properties are alleged based upon the similarity of the GDF-1 amino 
scid ssqusncs to the TGr- family. However, there is no evidence 
of record that this DNA sequence encodes a biologically useful 
protein possessing any particular properties. (See specification 
pages 10-11.) The similarities between GDF-1 and the TGF- family 

35 members range from 26-52% on the amino acid level and these 
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properties possessed by GDF-1. The biological activities of the 
TGF- family are diverse and it could not be predicted which 
activity GDF-1 would have, if any. As such, the specification does 
not enable using the GDF-1 protein or DNA sequence as disclosed in 

5 the specification* For example, there is no evidence of anv 

disease state that can be treated with this protein nor any tumors, 
genetic diseases, or developmental anomalies that applicant has 
associated with this gene or protein. 

with respect to claim 15, expression of GDF-1 is described on 

10 page 6 in the description of figure 9; however, insufficient 
details are presented to determine what was performed. It does not 
appear that the protein was isolated as set forth in the claimed 
method. There does not appear to be a further discussion of figure 
9 and the recombinant production of GDF-1 in the specification. It 

15 is deemed to be unpredictable whether the protein could be 
successfully produced recombinantly in the absence of a clear 
description of its production which the specification lacks. As 
such, the method of claim 15 is not sufficiently described nor 
enabled. 

20 Claims 2-3 and 11-15 are rejected under 35 U.S.C. § 112, first 

paragraph, for the reasons set forth in the objection to the 
specification. 

Claims 2-3 and 11-15 are rejected under 35 U.S.C. S 112, 
25 second paragraph, as being indefinite for failing to particularly 
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point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claim 2 has been amended to recite "encoding a mammalian GDF-1 
protein, said segment having the sequence as defined in Figure 2, 
5 11A. or 11B." It is unclear whether onlv portions of the Figures 

encoding the amino acids of GDF-1 are being claimed or the entire 
DNA sequences presented in the named figures. That is, are non- 
codina reaions intended to be encoraoassed bv the claims and/or DNA 
sequences including the UOG protein? 

10 

A SHORTENED STATUTORY PERIOD FOR RESPONSE TO THIS FINAL ACTION 
IS SET TO EXPIRE THREE MONTHS FROM THE DATE OF THIS ACTION. IN THE 
EVENT A FIRST RESPONSE IS FILED WITHIN TWO MONTHS OF THE MAILING 
DATE OF THIS FINAL ACTION AND THE ADVISORY ACTION IS NOT MAILED 

15 UNTIL AFTER THE END OF THE THREE-MONTH SHORTENED STATUTORY PERIOD, 

THEN THE SHORTENED STATUTORY PERIOD WILL EXPIRE ON THE DATE THE 
ADVISORY ACTION IS MAILED. AND ANY EXTENSION FEE PURSUANT TO 37 
C.F.R. S 1.136(a) WILL BE CALCULATED FROM THE MAILING DATE OF THE 
ADVISORY ACTION. IN NO EVENT WILL THE STATUTORY PERIOD FOR 

20 RESPONSE EXPIRE LATER THAN SIX MONTHS FROM THE DATE OF THIS FINAL 

ACTION. 

Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to Marianne P. 
25 Allen, whose telephone number is (703) 308-0666. The examiner can 
normally bs reached on Monday-Thursday from 8:00 am to 5:30 pm. 
The examiner can also be reached on alternate Fridays. 
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If attempts to reach the examiner by telephone are 
unsuccessful, the examiner's supervisor, Garnette D. Draper, can be 
reached on (703) 308-4232. The fax Dhone number for this Grour> is 
(703) 305-3014.' 

Any inquiry of a general nature or relating to the status of 
this application should be directed to the Group receptionist whose 
telephone number is (703) 308-0196. 



10 



mpa 

January 4, 1995 



MAHimNE P. ALLBii 
QR0UP 1800 



